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340.4 Regulatory status review. 
340.5 Permits. 
340.6 Record retention, compliance, and en-

forcement. 
340.7 Confidential business information. 
340.8 Costs and charges. 

AUTHORITY: 7 U.S.C. 7701–7772 and 7781–7786; 
31 U.S.C. 9701; 7 CFR 2.22, 2.80, and 371.3. 

SOURCE: 85 FR 29832, May 18, 2020, unless 
otherwise noted. 

§ 340.1 Applicability of this part. 
(a) The regulations in this part apply 

to those organisms described in § 340.2, 
but not to any organism that is exempt 
from this part under paragraph (b), (c), 
or (d) of this section. 

(b) The regulations in this part do 
not apply to plants that have been 
modified such that they contain either 
a single modification of a type listed in 
paragraphs (b)(1) through (3) of this 
section, or additional modifications as 
determined by the Administrator, and 
described in paragraph (b)(4) of this 
section. 

(1) The genetic modification is a 
change resulting from cellular repair of 
a targeted DNA break in the absence of 
an externally provided repair template; 
or 

(2) The genetic modification is a tar-
geted single base pair substitution; or 

(3) The genetic modification intro-
duces a gene known to occur in the 
plant’s gene pool, or makes changes in 
a targeted sequence to correspond to a 
known allele of such a gene or to a 
known structural variation present in 
the gene pool. 

(4) The Administrator may propose 
to exempt plants with additional modi-
fications, based on what could be 
achieved through conventional breed-
ing. Such proposals may be Agency-ini-
tiated, and follow the process in para-
graph (b)(4)(i) of this section, or in re-
sponse to a request made in accordance 
with paragraph (b)(4)(ii) of this section. 

(i) APHIS-initiated proposals for exemp-
tions. APHIS will publish a notice in 
the FEDERAL REGISTER of the proposal 
by the Administrator to exempt plants 
with additional modifications. The no-
tice will make available any sup-
porting documentation, and will re-
quest public comment. After reviewing 
the comments, APHIS will publish a 
subsequent notice in the FEDERAL REG-

ISTER announcing its final determina-
tion. 

(ii) Other parties’ requests for exemp-
tions. Any person may request that the 
Administrator exempt plants developed 
with additional modifications that 
could be achieved through conven-
tional breeding. To submit a request, 
the person must provide, in writing, in-
formation supporting the modifica-
tion(s). Supporting information must 
include the following: 

(A) A description of the modifica-
tion(s); 

(B) The factual grounds dem-
onstrating that the proposed modifica-
tion(s) could be achieved through con-
ventional plant breeding; 

(C) Copies of scientific literature, un-
published studies, or other data that 
support the request; and 

(D) Any information known to the re-
questor that would be unfavorable to 
the request. 

(iii) Timeframe for Agency review of re-
quests for additional exemptions. After 
APHIS receives all information re-
quired under paragraph (b)(4)(ii) of this 
section, APHIS will complete its re-
view of the request and render a deter-
mination within 12 months, except in 
circumstances that could not reason-
ably have been anticipated. 

(iv) Denial of requests. If APHIS dis-
agrees with the conclusions of the re-
quest or determines that there is insuf-
ficient evidence that the modification 
could be achieved through conven-
tional breeding methods, APHIS will 
deny the request and notify the re-
questor in writing regarding this de-
nial. 

(v) Agreement with requests. If APHIS 
initially determines that the modifica-
tion could be achieved through conven-
tional breeding methods, APHIS will 
publish a notice in the FEDERAL REG-
ISTER and request public comments in 
accordance with the process set forth 
in paragraph (b)(4)(i) of this section. 
After reviewing the comments, APHIS 
will publish a subsequent notice in the 
FEDERAL REGISTER announcing its final 
determination. 

(vi) website posting. A list specifying 
the additional modifications will be 
posted on the APHIS website at https:// 
www.aphis.usda.gov/aphis/ourfocus/bio-
technology. 
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(c) The regulations in this part do 
not apply to a plant with: 

(1) A plant-trait-mechanism of action 
combination that has previously under-
gone an analysis by APHIS in accord-
ance with § 340.4 and has been deter-
mined by APHIS not to be regulated 
under this part, or 

(2) A plant-trait-mechanism of action 
combination found in a plant that 
APHIS determined to be deregulated in 
response to a petition submitted prior 
to October 1, 2021, pursuant to § 340.6 as 
that section was set forth prior to Au-
gust 17, 2020. All plants determined by 
APHIS to be deregulated pursuant to 
§ 340.6 as that section was set forth 
prior to August 17, 2020 will retain 
their nonregulated status under these 
regulations. 

(d) The regulations in this part do 
not apply to plants determined by 
APHIS not to require regulation under 
this part pursuant to the ‘‘Am I Regu-
lated’’ process. All plants determined 
by APHIS not to require regulation 
under this part pursuant to the ‘‘Am I 
Regulated’’ process will retain their 
nonregulated status under these regu-
lations. 

(e) Developers may request confirma-
tion from APHIS that a plant is not 
within the scope of this part. APHIS 
will provide a written response (con-
firmation letter) within 120 days of re-
ceiving a sufficiently detailed con-
firmation request, except in cir-
cumstances that could not reasonably 
have been anticipated. 

(Approved by the Office of Management 
and Budget under control number 0579– 
0471) 

§ 340.2 Scope of this part. 
Except under a permit issued by the 

Administrator in accordance with 
§ 340.5, no person shall move any GE or-
ganism that: 

(a) Is a plant that has a plant-trait- 
mechanism of action combination that 
has not been evaluated by APHIS in ac-
cordance with § 340.4 or that, as a result 
of such evaluation, is subject to the 
regulations; or 

(b) Meets the definition of a plant pest 
in § 340.3; or 

(c) Is not a plant but has received 
deoxyribonucleic acid (DNA) from a 
plant pest, as defined in § 340.3, and the 

DNA from the donor organism either is 
capable of producing an infectious 
agent that causes plant disease or en-
codes a compound that is capable of 
causing plant disease; or 

(d) Is a microorganism used to con-
trol plant pests, or an invertebrate 
predator or parasite (parasitoid) used 
to control invertebrate plant pests, and 
could pose a plant pest risk; or 

(e) Is a plant that encodes a product 
intended for pharmaceutical or indus-
trial use. 

§ 340.3 Definitions. 

Terms used in the singular form in 
this part shall be construed as the plu-
ral, and vice versa, as the case may de-
mand. The following terms, when used 
in this part, shall be construed, respec-
tively, to mean: 

Access. The ability during regular 
business hours to enter, or pass to and 
from, a location, inspect, and/or obtain 
or make use or copies of any records, 
data, or samples necessary to evaluate 
compliance with this part and all con-
ditions of a permit issued in accord-
ance with § 340.5. 

Administrator. The Administrator of 
the Animal and Plant Health Inspec-
tion Service (APHIS) or any other em-
ployee of APHIS to whom authority 
has been or may be delegated to act in 
the Administrator’s stead. 

Agent. A person who is designated by 
the responsible person to act in whole 
or in part on behalf of the permittee to 
maintain control over an organism 
under permit during its movement and 
to ensure compliance with all applica-
ble permit conditions and the require-
ments in this part. Multiple agents 
may be associated with a single respon-
sible person or permit. Agents may be, 
but are not limited to, brokers, farm-
ers, researchers, or site cooperators. 
An agent must be at least 18 years of 
age and be a legal resident of the 
United States. 

Animal and Plant Health Inspection 
Service (APHIS). An agency of the 
United States Department of Agri-
culture (USDA). 

Article. Any material or tangible ob-
ject that could harbor plant pests. 
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